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DETAILED ACTION 

Acknowledgement of Applicant's Amendments 

1 . The amendments made in claims 74, 80, 84 and 89 in the Amendment filed March 1 1 , 
2008 (Amdt. C) have been received and considered by Examiner. 

2. New claims 140-143 presented in Amdt. C have been received and considered by 
Examiner. 

Claim Rejections - 35 USC § 102 

3. Claims 74, 77, 78, 80-82, 140 and 141 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pinchuk et al. (USPN 6,1 10,142). 

In regard to claim 74, Pinchuk ct al. teach a component (catheter, item 21, which includes 
balloon, item 26, Fig. 1, col. 5, lines 14-16 and col. 1, lines 24-27 and 33-36, which is tube- 
shaped), where the component comprises a polyamide having a tensile strength of between about 
20,000 and about 32,000 psi (col. 11, lines 17-21), a range that overlaps with the claimed tensile 
strength values of at least about 21,000 psi. Pinchuk et al. teach that the component has a 
thickness of 0.0002-0.002 inches (col. 13, lines 20-31), a range that overlaps with the claimed 
range. The recitation "of a catheter shaft" has been given little patentable weight since the 
present claim language does not structurally distinguish the claimed invention from that which is 
taught by the prior art. 

In regard to claim 80, Pinchuk et al. teach a tube-shaped portion (balloon, items 33 and 
34, Fig. 1, col. 5, lines 6-9) of a catheter (item 21, Fig. 1, col. 5, lines 14-16) where the tube- 
shaped portion comprises a polyamide having a tensile strength of between about 20,000 and 
about 32,000 psi (col. 11, lines 17-21), a range that overlaps with the claimed tensile strength 
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values of at least about 21,000 psi. Pinchuk et al. teach that the component has a thickness of 

0. 0002-0.002 inches (col. 13, lines 20-31), a range that overlaps with the claimed range. The 
recitation "of a catheter shaft" has been given little patentable weight since the present claim 
language does not structurally distinguish the claimed invention from that which is taught by the 
prior art. 

In regard to claims 77 and 81, Pinchuk et al. teach that the balloon can be coated with 
lubricants such as polyvinyl pyrrolidone (col. 11, lines 6-9) and therefore teach that the balloon 
comprises a first layer (the polyamide layer of Pinchuk et al.) and a second layer (the polyvinyl 
pyrrolidone coating layer of Pinchuk et al.) where the first layer has a different flexibility from 
the second layer (since the two layers consist of different materials, the two layer necessarily 
have different flexibilities). 

In regard to claims 78 and 82, Pinchuk et al. teach that the tensile strength is between 
about 20,000 and about 32,000 psi (col. 11, lines 17-21), a range that overlaps with the claimed 
tensile strength values of at least about 22,500 psi. 

In regard to claims 140 and 141, Pinchuk et al. teach that the component has a thickness 
of 0.0002-0.002 inches (col. 13, lines 20-31), a range that overlaps with the claimed range. 

4. Claims 84, 88, 89, 91, 132, 133, 142 and 143 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Burgmeier (USPN 6,200,290). 

In regard to claims 84 and 88, Burgmeier teaches a component of a catheter device (col. 

1, lines 10-31 and lines 43-45, col. 1, line 52-col. 2, line 34 and col. 3, lines 17-64), where the 
component includes a region that comprises a polyamide (for example, PEBAX 6333) having a 
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hoop stress of (for example) 24,1 12 psi (Table I, col. 5 and 6, Balloon No. 1), where the region 
of the component is tube-shaped (Fig. 1) (see rest of document for more embodiments 
comprising a polyamide each having a hoop stress that is greater than 3300 psi). Burgmeier 
teaches that the component has a thickness of 0.00125 inches and 0.0013 inches at different 
locations along the component (Table I, col. 5 and 6, Balloon No. 1), amounts that fall within the 
claimed range. The recitation "of a catheter shaft" has been given little patentable weight since 
the present claim language does not structurally distinguish the claimed invention from that 
which is taught by the prior art. 

In regard to claims 89 and 91, Burgmeier et al. teaches a tube-shaped portion of a catheter 
where the tube-shaped portion includes a region (col. 1, lines 10-31 and lines 43-45, col. 1, line 
52-col. 2, line 34 and col. 3, lines 17-64) that comprises a polyamide (for example, PEBAX 
6333) having a hoop stress of (for example) 24,1 12 psi (Table I, col. 5 and 6, Balloon No. 1) (see 
rest of document for more embodiments comprising a polyamide each having a hoop stress that 
is greater than 3300 psi). Burgmeier teaches that the component has a thickness of 0.00125 
inches and 0.0013 inches at different locations along the component (Table I, col. 5 and 6, 
Balloon No. 1), amounts that fall within the claimed range. The recitation "of a catheter shaft" 
has been given little patentable weight since the present claim language does not structurally 
distinguish the claimed invention from that which is taught by the prior art. 

In regard to claims 132 and 133, all PEBAX polyamides, including (for example, 
PEBAX 6333) is a copolymer. 
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In regard to claims 142 and 143, Burgmeier teaches that the component has a thickness of 
0.00125 inches and 0.0013 inches at different locations along the component (Table I, col. 5 and 
6, Balloon No. 1), amounts that fall within the claimed range. 

Claim Rejections - 35 USC § 103 

5. Claims 79 and 83 are rejected under 35 U.S.C. 103(a) as being unpatentable over Pinchuk 
et al. (USPN 6,1 10,142) in view of Burgmeier (USPN 6,200,290). 

Pinchuk et al. teach the component and tube-shaped portion of a catheter as discussed in 
regard to claims 74 and 80 in the previous Office Action. Pinchuk et al. teach that the polymer of 
the balloon is a polyamide (col. 11, lines 17-2 1 ). 

Pinchuk et al. fail to teach that the balloon has a hoop stress of at least about 3300 psi. 

Burgmeier teaches a balloon (col. 1, lines 10-31 and lines 43-45, col. 1, line 52-col. 2, 
line 34 and col. 3, lines 17-64) that includes a region that comprises a polyamide (for example, 
PEBAX 6333) having a hoop stress of (for example) 24,1 12 psi (Table I, col. 5 and 6, Balloon 
No. 1). Therefore, one of ordinary skill in the art would have recognized to have used the 
material comprising a polyamide that has a hoop stress of (for example) 24,1 12 psi taught by 
Burgmeier as the polyamide of the balloon of Pinchuk et al. since a polyamide that has a hoop 
stress of 24,1 12 psi (and similar values [see rest of document for more embodiments comprising 
a polyamide]) is a well known suitable material for use as the material of a catheter balloon as 
taught by Burgmeier. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have used the material comprising a polyamide that has a hoop stress of (for 
example) 24,1 12 psi taught by Burgmeier as the polyamide of the balloon of Pinchuk et al. since 
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a polyamide that has a hoop stress of 24,1 12 psi (and similar values [see rest of document for 
more embodiments comprising a polyamide]) is a well known suitable material for use as the 
material of a catheter balloon as taught by Burgmeier. 

6. Claims 87 and 90 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burgmeier (USPN 6,200,290) in view of Pinchuk et al. (USPN 6,1 10,142). 

In regard to claim 87, Burgmeier teaches the component as discussed above. 

Burgmeier fails to teach that the component comprises a first layer and a second layer 
where the first layer has a different flexibility from that of the second layer. 

Pinchuk et al, however, teach that balloons can be coated with non-thrombogenic 
lubricants such as polyvinyl pyrrolidone (col. 11, lines 6-9) and therefore teach that balloons can 
comprise a first layer (the polyamide layer) and a second layer (the polyvinyl pyrrolidone coating 
layer of Pinchuk et al.) where the first layer has a different flexibility from the second layer 
(since the two layers consist of different materials, the two layers necessarily have different 
flexibilities). Therefore, one of ordinary skill in the art would have recognized to have coated the 
component of Burgmeier with a non-thrombogenic lubricant such as polyvinyl pyrrolidone since 
it is well known to coat balloons with non-thrombogenic lubricants in order to increase the 
lubricity of the balloons as taught by Pinchuk et al. 

In regard to claim 90, Burgmeier teaches the tube shaped portion as discussed above. 

Burgmeier fails to teach that the tube shaped portion comprises a first layer and a second 
layer where the first layer has a different flexibility from that of the second layer. 
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Pinchuk et al, however, teach that balloons can be coated with non-thrombogenic 
lubricants such as polyvinyl pyrrolidone (col. 11, lines 6-9) and therefore teach that balloons can 
comprise a first layer (the polyamide layer) and a second layer (the polyvinyl pyrrolidone coating 
layer of Pinchuk et al.) where the first layer has a different flexibility from the second layer 
(since the two layers consist of different materials, the two layers necessarily have different 
flexibilities). Therefore, one of ordinary skill in the art would have recognized to have coated the 
tube shaped portion of Burgmeier with a non-thrombogenic lubricant such as polyvinyl 
pyrrolidone since it is well known to coat balloons with non-thrombogenic lubricants in order to 
increase the lubricity of the balloons as taught by Pinchuk et al. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have coated the tube shaped portion of Burgmeier with a non-thrombogenic 
lubricant such as polyvinyl pyrrolidone since it is well known to coat balloons with non- 
thrombogenic lubricants in order to increase the lubricity of the balloons as taught by Pinchuk et 
al. 

7. Claims 130 and 131 are rejected under 35 U.S. C. 103(a) as being unpatentable over 
Pinchuk et al. (USPN 6,1 10,142) in view of Wang et al. (USPN 6,124,007). 

Pinchuk et al. teach the component and tube-shaped portion of a catheter as discussed 
above. Pinchuk et al. teach that the polymer of the balloon is a polyamide (col. 11, lines 17-21). 
Pinchuk et al. fails to specifically teach a polyamide copolymer. PEBAX (polyether block 
amide) is listed in some of the titles of the publications listed in the "Other Publications" section 
of Pinchuk et al. 
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Wang et al. disclose that copolymers of polyamides such as polyether block amide are 
suitable material for use as a material of an angioplasty balloon (col. 4, line 33-col. 5, line 67). 

Therefore, one of ordinary skill in the art would have recognized to have used polyether 
block amide copolymer as a material of the balloon of Pinchuk et al. since a polyether block 
amide copolymer disclosed by Wang et al. is a well known suitable polyamide material for use 
in making angioplasty balloons as taught by Wang et al. 

Response to Arguments 

8. Applicant's arguments regarding the 35 U.S.C. 102 rejection of claims 74 and 80 as 
being anticipated by Pinchuk et al. have been fully considered but are not persuasive. 

Pinchuk et al. teach that the component has a thickness of 0.0002-0.002 inches (col. 13, 
lines 20-31), a range that overlaps with the claimed range. The recitation "of a catheter shaft" has 
been given little patentable weight since the present claim language does not structurally 
distinguish the claimed invention from that which is taught by the prior art. 

9. Applicant's arguments regarding the 35 U.S.C. 102 rejection of claims 84 and 89 as 
being anticipated by Burgmeier have been fully considered but are not persuasive. 

Burgmeier teaches that the component has a thickness of 0.00125 inches and 0.0013 
inches at different locations along the component (Table I, col. 5 and 6, Balloon No. 1), amounts 
that fall within the claimed range. The recitation "of a catheter shaft" has been given little 
patentable weight since the present claim language does not structurally distinguish the claimed 
invention from that which is taught by the prior art. 

Conclusion 
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10. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter B. Aughenbaugh whose telephone number is (571) 272- 
1488. While the examiner sets his work schedule under the Increased Flexitime Policy, he can 
normally be reached on Monday-Friday from 8:45am to 5:15pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Rena Dye, can be reached on (571) 272-3186. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Walter B Aughenbaugh / 
Examiner, Art Unit 1794 

6/05/08 

/Rena L. Dye/ 

Supervisory Patent Examiner, Art Unit 1794 



